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(214) 665–7513. The administrative
record file for these TMDLs and the
determinations that TMDLs are not
needed are available for public
inspection at this address as well.
Documents from the administrative
record file may be viewed at
www.epa.gov/region6/water/tmdl.htm,
or obtained by calling or writing Ms.
Caldwell at the above address. Please
contact Ms. Caldwell to schedule an
inspection.
FOR FURTHER INFORMATION CONTACT:
Ellen Caldwell at (214) 665–7513.
SUPPLEMENTARY INFORMATION: In 1996,
two Louisiana environmental groups,
the Sierra Club and Louisiana
Environmental Action Network
(plaintiffs), filed a lawsuit in Federal
Court against the EPA, styled Sierra
Club, et al. v. Clifford et al., No. 96–
0527, (E.D. La.). Among other claims the
plaintiffs alleged that EPA failed to
establish Louisiana TMDLs in a timely
manner. Discussion of the court’s order
may be found at 65 FR 54032
(September 6, 2000).

EPA will review all data and
information submitted during the
continued public comment period and
revise the TMDLs and determinations
that TMDLs are not necessary where
appropriate. EPA will then forward the
TMDLs to the Court and the Louisiana
Department of Environmental Quality
(LDEQ). LDEQ will incorporate the
TMDLs into its current water quality
management plan. EPA also will revise
the Louisiana 303(d) list as appropriate.

Dated: November 29, 2001.
Jayne Fontenot,
Acting Director, Water Quality Protection
Division, Region 6.
[FR Doc. 01–30586 Filed 12–10–01; 8:45 am]
BILLING CODE 6560–50–P

FEDERAL RESERVE SYSTEM

Change in Bank Control Notices;
Acquisition of Shares of Bank or Bank
Holding Companies

The notificants listed below have
applied under the Change in Bank
Control Act (12 U.S.C. 1817(j)) and
§ 225.41 of the Board’s Regulation Y (12
CFR 225.41) to acquire a bank or bank
holding company. The factors that are
considered in acting on the notices are
set forth in paragraph 7 of the Act (12
U.S.C. 1817(j)(7)).

The notices are available for
immediate inspection at the Federal
Reserve Bank indicated. The notices
also will be available for inspection at
the office of the Board of Governors.
Interested persons may express their

views in writing to the Reserve Bank
indicated for that notice or to the offices
of the Board of Governors. Comments
must be received not later than
December 27, 2001.

A. Federal Reserve Bank of Cleveland
(Stephen J. Ong, Vice President) 1455
East Sixth Street, Cleveland, Ohio
44101–2566:

1. McCreary Bancshares, Inc.,
Employee Stock Ownership Plan, the
related trust, and its trustees, Whitley
City, Kentucky; to acquire voting shares
of McCreary Bancshares, Inc., Whitley
City, Kentucky, and thereby indirectly
acquire voting shares of Bank of
McCreary County, Whitley City,
Kentucky.

Board of Governors of the Federal Reserve
System, December 5, 2001.
Jennifer J. Johnson,
Secretary of the Board.
[FR Doc. 01–30511 Filed 12–10–01; 8:45 am]
BILLING CODE 6210–01–S

FEDERAL RESERVE SYSTEM

Formations of, Acquisitions by, and
Mergers of Bank Holding Companies

The companies listed in this notice
have applied to the Board for approval,
pursuant to the Bank Holding Company
Act of 1956 (12 U.S.C. 1841 et seq.)
(BHC Act), Regulation Y (12 CFR Part
225), and all other applicable statutes
and regulations to become a bank
holding company and/or to acquire the
assets or the ownership of, control of, or
the power to vote shares of a bank or
bank holding company and all of the
banks and nonbanking companies
owned by the bank holding company,
including the companies listed below.

The applications listed below, as well
as other related filings required by the
Board, are available for immediate
inspection at the Federal Reserve Bank
indicated. The application also will be
available for inspection at the offices of
the Board of Governors. Interested
persons may express their views in
writing on the standards enumerated in
the BHC Act (12 U.S.C. 1842(c)). If the
proposal also involves the acquisition of
a nonbanking company, the review also
includes whether the acquisition of the
nonbanking company complies with the
standards in section 4 of the BHC Act
(12 U.S.C. 1843). Unless otherwise
noted, nonbanking activities will be
conducted throughout the United States.
Additional information on all bank
holding companies may be obtained
from the National Information Center
website at www.ffiec.gov/nic/.

Unless otherwise noted, comments
regarding each of these applications

must be received at the Reserve Bank
indicated or the offices of the Board of
Governors not later than January 4,
2002.

A. Federal Reserve Bank of
Richmond (A. Linwood Gill, III, Vice
President) 701 East Byrd Street,
Richmond, Virginia 23261–4528:

1. BB&T Corporation, Winston-Salem,
North Carolina; to merge with Mid–
America Bancorp, Louisville, Kentucky,
and thereby indirectly acquire Bank of
Louisville, Louisville, Kentucky. In
addition, Applicant also is seeking
permission to exercise an option to
acquire up to 19.9 percent of the voting
shares of Mid–America Bancorp under
certain circumstances.

In connection with this application,
Applicant also has applied to acquire
Mid–America Gift Certificate Company,
Louisville, Kentucky, and thereby
engage in data processing activities,
pursuant to § 225.28(b)(14) of
Regulation Y; MABC Leasing Co.,
Louisville, Kentucky, and thereby
engage in leasing activities, pursuant to
§ 225.28(b)(3) of Regulation Y; and MAB
Investment Group, Inc., Louisville,
Kentucky, and thereby engage in
investment advisory activities, pursuant
to § 225.28(b)(6) of Regulation Y.

2. BB&T Corporation, Winston-Salem,
North Carolina; to merge with AREA
Bancshares Corporation, Owensboro,
Kentucky, and thereby indirectly
acquire AREA Bank, Owensboro,
Kentucky, and The Vine Street Trust
Company, Owensboro, Kentucky. In
addition, Applicant also is seeking
permission to exercise an option to
acquire up to 19.9 percent of the voting
shares of AREA Bancshares Corporation
under certain circumstances.

In connection with this application,
Applicant also has applied to acquire
AREA Trust Company, Owensboro,
Kentucky, and thereby engage in trust
activities, pursuant to § 225.28(b)(5) of
Regulation Y, and AREA Services, Inc.,
Owensboro, Kentucky, and thereby
engage in discount brokerage activities,
pursuant to § 225.28(b)(7)(i) of
Regulation Y.

B. Federal Reserve Bank of Atlanta
(Cynthia C. Goodwin, Vice President)
1000 Peachtree Street, N.E., Atlanta,
Georgia 30309–4470:

1. Morton Bancorp, Inc., Morton,
Mississippi; to become a bank holding
company by acquiring 100 percent of
the voting shares of Bank of Morton,
Morton, Mississippi.

C. Federal Reserve Bank of Dallas
(W. Arthur Tribble, Vice President) 2200
North Pearl Street, Dallas, Texas 75201–
2272:

1. Bryan Family Management Trust,
Bryan, Texas, and Bryan Heritage
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Limited Partnership, Bryan, Texas; to
acquire 51 percent of the voting shares
of The First National Bank of Bryan,
Bryan, Texas.

Board of Governors of the Federal Reserve
System, December 5, 2001.

Jennifer J. Johnson,
Secretary of the Board.
[FR Doc. 01–30512 Filed 12–10–01; 8:45 am]

BILLING CODE 6210–01–S

FEDERAL RESERVE SYSTEM

Notice of Proposals To Engage in
Permissible Nonbanking Activities or
To Acquire Companies That Are
Engaged in Permissible Nonbanking
Activities

The companies listed in this notice
have given notice under section 4 of the
Bank Holding Company Act (12 U.S.C.
1843) (BHC Act) and Regulation Y (12
CFR Part 225) to engage de novo, or to
acquire or control voting securities or
assets of a company, including the
companies listed below, that engages
either directly or through a subsidiary or
other company, in a nonbanking activity
that is listed in § 225.28 of Regulation Y
(12 CFR 225.28) or that the Board has
determined by Order to be closely
related to banking and permissible for
bank holding companies. Unless
otherwise noted, these activities will be
conducted throughout the United States.

Each notice is available for inspection
at the Federal Reserve Bank indicated.
The notice also will be available for
inspection at the offices of the Board of
Governors. Interested persons may
express their views in writing on the
question whether the proposal complies
with the standards of section 4 of the
BHC Act. Additional information on all
bank holding companies may be
obtained from the National Information
Center website at www.ffiec.gov/nic/.

Unless otherwise noted, comments
regarding the applications must be
received at the Reserve Bank indicated
or the offices of the Board of Governors
not later than December 27, 2001.

A. Federal Reserve Bank of Chicago
(Phillip Jackson, Applications Officer)
230 South LaSalle Street, Chicago,
Illinois 60690–1414:

1. FBOP Corporation, Oak Park,
Illinois; to acquire Gateway Investment
Services, Inc., Los Angeles, California,
and thereby engage in securities
brokerage activities pursuant to section
225.28(b)(7)(i) of Regulation Y.

Board of Governors of the Federal Reserve
System, December 5, 2001.
Jennifer J. Johnson,
Secretary of the Board.
[FR Doc. 01–30510 Filed 12–10–01; 8:45 am]
BILLING CODE 6210–01–S

FEDERAL RESERVE SYSTEM

Sunshine Act Meeting

AGENCY HOLDING THE MEETING: Board of
Governors of the Federal Reserve
System Federal Register Citation of
Previous Announcement: 66 FR 63059,
December 4, 2001.
PREVIOUSLY ANNOUNCED TIME AND DATE OF
THE MEETING: 10:00 a.m., Friday,
December 7, 2001.
CHANGES IN THE MEETING: The open
meeting has been canceled.
CONTACT PERSON FOR MORE INFORMATION:
Michelle A. Smith, Assistant to the
Board; 202–452–3204.
SUPPLEMENTARY INFORMATION: You may
call 202–452–3206 for a recorded
announcement of this meeting; or you
may contact the Board’s Web site at
http://www.federalreserve.gov for an
electronic announcement. (The Web site
also includes procedural and other
information about the open meeting.)

Dated: December 7, 2001.
Robert deV. Frierson,
Deputy Secretary of the Board.
[FR Doc. 01–30663 Filed 12–7–01; 11:23 am]
BILLING CODE 6210–01–P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 01D–0510]

Draft Guidance for Industry on
Integration of Dose-Counting
Mechanisms Into MDI Drug Products;
Availability

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a draft guidance for
industry entitled ‘‘Integration of Dose-
Counting Mechanisms into MDI Drug
Products.’’ This draft guidance makes
recommendations to manufacturers to
incorporate dose-counters into metered-
dose inhalers (MDIs) being developed
for the treatment of lung diseases. The
recommendations made in this draft
guidance are intended to enhance the
use of MDIs, specifically to help

patients identify when MDIs are no
longer delivering reliable doses.
DATES: Submit written or electronic
comments on the draft guidance by
February 11, 2002. General comments
on agency guidance documents are
welcome at any time.
ADDRESSES: Submit written requests for
single copies of the draft guidance to the
Division of Drug Information (HFD–
240), Center for Drug Evaluation and
Research, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857. Send one self-
addressed adhesive label to assist that
office in processing your requests.
Submit written comments on the draft
guidance to the Dockets Management
Branch (HFA–305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Submit
electronic comments to http://
www.fda.gov/dockets/ecomments. See
the SUPPLEMENTARY INFORMATION section
for electronic access to the draft
guidance document.
FOR FURTHER INFORMATION CONTACT:
Sandra L. Barnes, Center for Drug
Evaluation and Research (HFD–570),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301–827–1050.
SUPPLEMENTARY INFORMATION:

I. Background
FDA is announcing the availability of

a draft guidance for industry entitled
‘‘Integration of Dose-Counting
Mechanisms into MDI Drug Products.’’
It is intended primarily for
manufacturers of MDI drug products
designed to deliver drugs to the lungs
(e.g., an MDI for the treatment of
asthma). Dose-counters are mechanisms
designed to accurately track the number
of actuations used by a patient over the
life span of an individual MDI. The
dose-counter would provide the patient
with continuing, accurate data on the
amount of medication left in the MDI.
Currently, patients do not have an
adequate way to track the number of
metered-doses left in MDIs, and there is
no way to detect when these devices
have exceeded their dose limit. The
incorporation of a reliable, accurate
dose-counter into each MDI will
enhance these drug products, which are
relied on to deliver important and
sometimes life-saving drugs to patients
with asthma and other obstructive lung
diseases.

This draft guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115).
The draft guidance, when finalized, will
represent the agency’s current thinking
on the integration of dose-counting
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